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510(k) Summary
The following 5 10(k) summary has been prepared pursuant to requirements specified in
2lCFR¶807.92(a).

807.92(a)(1)

Submitter Information

Esaote Europe B.V.
Pbilipsweg 1
Maastricht 6227AJ
The Netherlands

Contact Person: Allison Scott, RAG
317.569.9500 x106
ascott(~,ansongroutp.com

Date: March 22, 2010

807.92(a)(2)

Trade Name: MyLabOne Ultrasound System

Common Name: Ultrasound Imaging System

Classification Name(s): Ultrasonic pulse Doppler imaging system 8192.1550
Ultrasonic pulsed echo imaging system 892.1560
Diagnostic ultrasonic transducer 892.1570

Classification Number: 90IYN, 901Y0, 90IT
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807.92(a)(3)
Predicate Device(s)

K083882 MyLabFive Esaote Europe B.V.

K092058 NanoMaxx SonoSite, Inc.

Additional substantial equivalence information is provided in the following substantial

equivalence comparison table.

807.92 (a)(4)

Device Description

The MyLabOne is a battery operated, portable ultrasound system used to perform diagnostic
general ultrasound studies. Its primary modes of operation are: B-Mode, M-Mode, Amplitude
Doppler (AD), Tissue Enhancement Imaging (TEL), Color Flow Mapping (CFM) and Pulse
Wave Doppler.
The MyLabOne is equipped with a LCD Color Display. The LCD Display includes touch screen
technology for a simple and intuitive activation of functions and data entry for patient
information and screen annotations.
The MyLabOne can drive phased (PA), convex (CA) and linear array (LA) probes.
The MyLabOne is equipped with an internal Hard Disk and with an optional external DVD-RW
disk drive that can be used for image storage. Data can also be stored directly to external
archiving media (hard-disk, PC, server) via a LAN/UJSB port. Optional accessory devices
available for the MyLabOne include a monochrome or color page printer, a desk stand (for use
on a desk or cart) and a mobile trolley equipped with four swiveling wheels and peripheral
holder.
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807.92(a)(5)
Intended Use(s)

Esaote's MyLabOne is an ann-held ultrasound system used to perform diagnostic general
ultrasound studies including Cardiac, Peripheral Vascular, Neonatal Cephalic, Adult Cephalic,
Small Organ, Musculoskeletal (Conventional and Superficial), Abdominal, Fetal,
Obstetrics/Gynaecology, Transvaginal, Transrectal, Pediatric, Intraoperative Abdominal, and
Other: Urology. The system provides imaging for guidance of biopsy and imaging to assist in
the placement of needles and catheters in vascular or other anatomical structures as well as
peripheral nerve blocks in Musculoskeletal applications.

807.92(a)(6)

Technological Characteristics

Esaote believes that the MyLabOne is substantial equivalent to Esaote's MyLabFive product

(K(083882) and SonoSite's Nanomaxx product (K(092058).

* Clinical uses for which the MyLabOne is designed are equivalent to those cleared for
the Esaote MyLabFive and the SonoSite NanoMaxx.

* The MyLabOne, the Esaote MyLabFive and the SonoSite NanoMaxx are designed to
meet the JEC6O6Ol -l and the I1EC60601-2-37 safety requirements.

a The MyLabOne, the Esaote MyLabFive and the SonoSite NanoMaxx provide an
Acoustic Output Display feature per AIUM / NEMA standards, with equivalent Ispta
and MI maximal values.

* The MyLabOne, the Esaote MyLab~ive and the SonoSite NanoMaxx provide a
similar measurements and analysis package, with equal accuracy and precision.

* The MyLabOne, the Esaote MyLabFive and the SonoSite NanoMaxx have digital
storage capabilities, including Network connectivity.

* The MyLabOne, the Esaote MyLabFive and the SonoSite NanoMaxx are designed to
be powered by battery when no main power is available.

a The MyLabOne image modes are available on other FDA cleared ultrasound systems,
for instance the Esaote MyLabFive and Sonosite NanoMaxx.
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807.92(b)(1)

Non-Clinical Testing

Verification and validation tests have been conducted in accordance with design controls per
CFR 820.30.

The system has been designed to meet the following standards:
* IEC 60601-1
* IEC 60601-1-2
* IEG 6060 1-2-37
* ISO 10993-1
* AJIUM/NEMA UD-3 - Standard for Real Time Display of Thermal and Mechanical

Acoustic Output Indices on Diagnostic Ultrasound Equipment
* AJUM/NEMA. UD-2 - Acoustic Output Measurement Standard for Diagnostic

Ultrasound
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administr ation
10903 Newv Ilampshire Avenue
Document Control Room -W066-G609
Silver Spring, MD 20993-0002

Esaote Europe B.V.
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services ~3 C\
1394 2 5i1h Street NW
BUFFALO MN 55313

Re: K101605
Trade/Device Name: MyLabOne
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: II
Product Code: JYN, IYO, and ITX
Dated: August 18, 2010
Received: August 19, 201 0

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the MyLabOne, as described in your premarket notification:

Transducer Model Number

5L3323
SL3 116
SC3 121
SC3123
SC3421
SE3 123



Page 2 - Mr. Job

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 80 1); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

Jf you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda. gov/AboutFDA/CentersOffices/CDRH-/CDRHOffices/ucm 115809.htrn for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premnarket notification" (2L1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default~htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Shahram Vaezy at
(301) 796-6242.

Sincerely yours,

Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



510(k) Number (if known): IClo ,O S 1101
Device Name: MyLabOne

Indications for Use:

Esaote's MyLabOne is an arm-held ultrasound system used to perform diagnostic general
ultrasound studies including Cardiac, Peripheral Vascular, Neonatal Cephalic, Adult Cephalic,
Small Organ, Musculoskeletal (Conventional and Superficial), Abdominal, Fetal,
Obstetrics/Gynaecology, Transvaginai, Transrectal, Pediatric, lntraoperative Abdominal and
Other: Urology.

The system provides imaging for guidance of biopsy and imaging to assist in the placement of
needles and catheters in vascular or other anatomical structures as well as peripheral nerve
blocks in Musculoskeletal applications.

Prescription Use XAN/ROeThConrUs
(Part 21 CFR 801 Subpart DI (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CORH, Office of In Vitro Diagnostic Devices (OIVD)

Divislion Sign-Off
Office of In Vitro Diagnostic Device
Evaluation and Safety
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MyLabOne

Clinic es a ~~B NM W f C olor APlitude omie TVM Tissu Otherpe

Ophthalmic

Fetal/Obsttxics/OynN N N N N N N 4

ominal ~~ ~~N N N N N N N 4

tntraoperativ (Abdominal) N N N N N N N 4

Pediatric N ~~N N N N N N 4

S."ilorgsnII] N N N N N N N 4

NeoataCepalic N N N N N N N 4

Mwl tepatic N N N N N N N 4

Cadic2l N N N N N N N 4

rsnesphagea (Caric)

anesphsgesl (Non Cardiaci

N N N N N N N 4

rranavaginai ~~N N N N N N N 4

Loransrthn

Pedhecril Vasculr nclding N N N N N N N 4

Musul-lclts Covnina9 N N N N 4
[includig Nerv Blocking
Mu...vlo-aklets SuedesiN N N N N 4
[ainuding Ne.v Mklong

Ouherf1rologimi) N N N N N N -N4

N-new indication; P-previously cleared by FDA; E- added under Appendix E
Additional Commrents:
Ill&.1 SmllOrgn Inclde Bret Thyroid nd Testile

(2) Caria is Mault nd Pedtitic

[3] Combined modes ar: B . M . PW + CMa PD

[4j ve

Prescription Use Only (Per 21 CIFR 801 Part D)
Concurrence of CDRH, Office of In Vitro Diagnostics Devies (OIVD)

(Division Sign-Off)
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety
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SL3323

C C. Ahea1d. B N MWD OW olr AplUnd Cobmbie TVM Tissu Other (pc~

Dopple Dopple 1pi Enaceet
____________________ Ima~~~~~~~~~~~~~~ging (rEQl

Ophthalic

FedW/Ob~tetica/Oyn

ominal ~~ ~~~N N N N N N N 4

Inbanprativ (Abdoinal)N N N N N N - N 4

Pediai N N N N N N N 4

Sm.a Orgs[l) N N N N N N N 4

NeonalsChptis N N N N N N N4

Taseohages (Mon Carda)

T.-

Prphera Vascula (inlddng N N N M N N N 4

Mu.cuoaeea Caivetionl N N N K N N N 4
(incldig Ker. Blcina,

Musuo-klea Sprw a N N N N N N N 4
(including Nerv Bloda)

Other (Uroloia)

The 31.23 probe i to becere

N-new indication; P-previously cleared by FDA; E- added under Appendix E
Additional Commtents:
P] SmaS Orgn inldes Breat Thyrid adTesticle

121 Carda is MAdlt and Pediiii

141 xe

Prescelptlon Use Only (Per 21 CFR 801 Part D)
Concurrence of CDRH. Offic of In Vitro Diagnostics Devices (OIVD)

Ofic o I iton Ofal SI eCF ~ L~if and Safety
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SL3I116

Clinic Ilceti, ~B M PW WD olo Ampltde Combined TVM Tissue Other(peir
Dopler Doppler [3j Enhancct

lnroemieAbdoinal) N N N N N N N 4

Pedlafric ~~ ~~N N N N N N N 4

Sm.Il Gan1lJ N N N N N N N 4

Neoata Cepbali

M~t Cephli

T.sesphagea (C.r,*.)

ranesphgea Ron Cardiac)

Perphra Vasua (inclding N N N N N N 4

Musculo-alecla onventional N N N N N N 4

Musvlo.keeta Suee~ialN N N NN N N 4

O'ther WWIo~e

N-new indication: P-previously cleared by FDA; E- added under Appendix E
Additional Commnents:
Ill Small Organ inclUdes Breat, Thyrid adTestcle
j21 Cardiac i Adut an pediari
(31 Combiemodeaen: M B M+P+C Ma
(41 xcvie

Prescripdon Use Only (Per 21 CFR 801 Part 0)
Concurrenc of CDRH. Office of In Vitro Diagnostics Devices (OIVD)

(Division Sign-Ofli
Divisio of RadiologIwal Devices

Offie of In Vitro Diagnosti Device Evaltiation and Safet
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SC3121

o I tie B~~~~ N Cl WD Color Ampliude Combined Tfl Tissu Qlhe (apccif)

Wet.J/Obstfrical~ynN N N N N N N 4

dominal ~~ ~~N N N N N N N 4

CediHricN N N N N N N 4

NCoatalep21 icN N N N N N N 4

Cphedi ac[J2jdi N N N N N N N 4

Periherl Vscular linuding N N N N I N I I N 4

including Nerv Blockld,)

Othr Uoela(N N N N N NN4

The SC3 121 prob istobe cardvi

N-new indication; P-previously cleared by FDA: E- added under Appendix E
Additional Commtents:
(II Smal Orga. include. Bras, Thyrid an Testcle

[2j Cada is Adut and Pediatric
131 Combinr alaae B + M + P. , CMN , -

Prescription Use Only (Per 21 CFR 801 Part D)
Concurrence, of CDRH, Office of In Vitro Diagnostics Devices (OIVD)

(D Siongn-Off)
D~ion of Radiological Devices

Office of in Vitro Dignostic Device Evaluation and Safety
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SC3123

Clnicf ARIleat B M4 MD CI Colo Ampltud Comlbined TVM lTissu Other (apecifr)
Dopler Dopplr (31 Enhancmet

ophoami

Inroeaie(Ah4oins)

PediatricN N N N N N N 4

fallOqpn1lj N N N N N N N 4

N.ontsCrbli N N N N N N N 4

jilt Cehali

Oadic21 N N N4 1 N N N 4

ransesohageal (N.Caria)

Tntravascula

P-heraVasculr.ncding N N N N N N N 4

Mu uokeealCovntoal N N NN N 4
(incldin Nerv Btockng
Muaculo.keealuefiiN N- N N N 4
(inclding Nerv Blcig)

N-nw indication; P-previously cleared by FDA; E- added under Appendix E
Additional Commoents:
Ilj Smal Orgn incldes Breast, Thyrid an Testcle
121 Cadiac is Adut nd Peiari
(3] Cobind oe. B . 54 . PW + CFK + P

Presoulptlon Use Only (Per 21 CFR 801 Part D)
Concurrence of CDRH. Office of In Vitro Diagnostis Devices (OIVD)

Offie of MI Vitr igot eieEato anid Safety
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SC3421

I cation ~B M W CWD Color Amplitude Combined TVM Tlasu Other (apeci~)
Dopple Dopple (31 Enhanemet

Olphthami

FctshObatetic/Gyn N N N N N N N 4

ominal ~~~N N N N N N N 4

Pedlabic ~~~N N N N N N N 4

Smal Orga {lj

tilt Cehalic

[21

ranesphageal (Cardia)

ransesohagea (NonCric

Periher Vascula (inclding N N N N N N N 4

Musclo-kelt eoveniona N N N N N N N 4
(including Ne.v Blackin
Mu.c,.i-kelt Suprica N NN N N N N 4
including Nerve Bloc1in)

Othe(Uroog~cl) N N NN N N N 4

this u. so

N-new indication; P-previously cleared by FDlA; E- added uinder Appendix E
Additional Comuments:
Ill Smial Orgn Includes 1rtst Thyroid ad Tesice
121 Cada is Adut nd Pediatric
131 Combndmode are. : B . M . PWM CAP

prescription Usie Only (Per 21 CFR 801 Part D)
Conicurrence of CDRH. Office of In Vitro Diagnostics Devices (OIVO)

Ofieof in Vto DiagDeieEauvnndSet
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SE3123

oCal~ A lIeU. a d PD CD Coo mltd Cobne VM Tssu other, (apedM
Dopper Dopper (3] Enhncmet

Feul/Obateuio/OynN N N N N N N 4

lotmoertive(Adinl

small Organ fit

Neont.l C,,,hali

tilt Cephli

Cardiac (2]

T-1.h4W(N. Cariac)

N N N N N N N 4

sva~~~nal ~N N N N N N N 4

(including Nerv Blocdng]

ldacl-seetal Superfida
(indlding Ner. 31.kldn

0t],er (Uroocsl NN N N N N N 4

The S3 1 23 proe Is to 1,e clard i
this ubmsio

N-new indication; P-previously cleared by FDA; E- added under Appendix IS
Additional Commuents:
(( Smal Orgn inldes Brat, Thyrod an Tesice
(21 Cardiac I. Adut adPditc

(3] Comb~ne moesr: B .M .PW+.CI'-M+

(41 ~e

Prescriplion Use Only (Per 21 CIFR 801 Part 0)
Concurrence of CDRH. Office Of In Vitro Diagnostics Devilces (OIVD)

O OfceofIn n of Ra icalk~ Devies

OfcOlnVitro Diagei~c" De'te Evatuatios and Safet
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